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DETAILED ACTION 

1 . Claims 1-26 are pending in the application. 

2. In the prior action, the Final action of December 17, 2008, claims 1-23 were pending in 
the application; with claims 3, 11, 16, 17, and 19 withdrawn from consideration; and claims 1, 2, 
4-10, 12-15, 18, and 20-23 under consideration are rejected. 

3. A request for continued examination under 37 CFR 1.1 14, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is eligible 
for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1 . 1 7(e) has been 
timely paid, the finality of the previous Office action has been withdrawn pursuant to 37 CFR 
1.114. Applicant's submissions filed on June 17 and 18, 2009 have been entered. 

In the submission of June 17, the non-entered After-final amendment of May 18, 2009 
not be entered; and presented a new set of claim amendments in which claims 1, 7, 8, 13, 14, 22, 
and 23 were amended; and new claims 24-26 were added. 

4. Claims 1, 2, 4-10, 12-15, 18, and 20-26 are under consideration. 

Claim Objections 

5. (New Objection) Claim 26 objected to because of the following informalities: it appears 
that the claim would more clearly describe the claimed invention by indicating that the 
composition "provides for enhanced immunogenicity of the liver micro-organism in a host." 
Appropriate correction is required. 
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Claim Rejections - 35 USC § 112 

6. (Prior Rejection- Withdrawn) Claims 8, 14, 22, and 23 were rejected under 35 
U.S.C. 1 12, second paragraph, as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the invention. The claims were 
rejected on two grounds. 

The first ground of rejection applied to claims 8 and 14. These claims were rejected 
because it is not clear what is meant by reference to "subfragment A and subfi'agment C or 
Quillaja saponin Fraction A." 

The second basis of rejection applied to claims 22 and 23, which were rejected on the 
basis that it is not clear what is meant by the claim language "wherein a plurality of the iscom 
particles comprise different Fractions of Quillaja saponin Fraction A." 

In view of the amendments to the claims, the rejection is withdrawn. 

Claim Rejections - 35 USC § 102 

7. (Prior Rejection- Withdrawn) Claims 1, 2, 6, 9, 10, 15, and 21 were rejected under 35 
U.S.C. 102(b) as being anticipated by Wechter et al. (U.S. 6,177,081). Applicant's arguments in 
traversal are found persuasive. The rejection is therefore withdrawn. 

Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 



(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
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having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

9. (Prior Rejections- Withdrawn) Claims 1, 2, 5-10, 13-15, and 20-23 were rejected under 
35 U.S.C. 103(a) as being unpatentable over Wechter et al. (U.S. 6,177,081) in view of Morein et 
al. (U.S. 5,679,354). Claims 7, 8, 13, 14, 22 and 23 were rejected under 35 U.S.C. 103(a) as 
being unpatentable over Wechter in view of Morein as applied above, and further in view of Cox 
et al. (WO 96/1 171 1). The Applicant's arguments in traversal of these rejections are found 
persuasive. The rejections are therefore withdrawn. 

10. (Prior Rejection- Restated and Maintained) Claims 1, 2, 4, 9, 10, 12, 15, and 18 were 
rejected under 35 U.S.C. 103(a) as being unpatentable over Van Woensel et al. (U.S. 5,925,359). 
The Applicant traverses this rejection on substantially the same grounds as asserted with respect 
to the teachings of Wechter above. The argument is not found persuasive with respect to the 
teachings of Van Woensel. However, the rejection is restated as a rejection of claims 1, 2, 4, 9, 
10, 12, 15, 18, and 24-26 over the teachings of Van Woensel in combination with the teachings 
of Morein et al., (U.S. 5,679,354). 

As indicated by the Applicant, those of ordinary skill in the art would not have thought to 
incorporate a live virus into an ISCOM. However, those of ordinary skill in the art would have 
known to incorporate individual viral antigens into the adjuvant compositions. As was previously 
noted, the teaching of Van Woensel suggest the use of immunogenic compositions comprising 
each of the described lave PRRS viruses, and additional antigenic material, such as inactivated 
viruses, or proteins other antigenic portions thereof See e.g., claim 8 and 16, and column 5, lines 
45-59. Moreover, as was also previously noted, the reference suggests the use of iscoms 
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comprising antigens as a means for adjuvanting the antigens. Column 5, lines 14-19. It would 
therefore have been obvious to those of ordinary skill in the art to have included the indicated 
additional antigens in an iscom, and to have combined the two antigenic compositions (one 
comprising the live virus, and one comprising the antigen containing iscoms) into the same 
composition as suggested by the reference. 

Further, while it is noted that the Van Woensel reference does not specifically suggest the 
inclusion of the viruses in the same composition as an iscom. However, in addition to the 
teachings of that reference as described above, it is noted that Morein further indicates that 
particulate compositions comprising saponins may be used as adjuvants by combining them with 
live viruses. See e.g., column 2, lines 27-42 (specifically suggesting the use of a live virus not 
incorporated into the saponin containing adjuvant formulation). While Morein indicates that the 
compositions disclosed therein are not iscoms because the antigenic components are not 
integrated into the iscom-like structure. Column 1, lines 59-60. However, these teachings 
indicate that this is the only difference between the iscoms of the art, and those of the Morein 
reference. Thus, the combined teachings in the art indicate that the saponin containing adjuvant 
(such as an iscom with no integrated antigens) formulations may be combined with a virus. Thus, 
even if the teachings of Van Woensel alone would not have provided adequate motivation for the 
combination of the virus and the saponin containing adjuvant, the additional teachings of Morein 
would have rendered such a combination obvious. 

New claims 25 and 26 provide certain fiinctional requirements of the claimed 
compositions. As the art suggests the claimed compositions, which meet the structural 
requirements of claim 9 (the claim fi"om which the new claims depend), the fiinctional limitations 
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of the new claims would have been met through making the combination suggested by the prior 
art. The limitations are therefore not sufficient to distinguish over the teachings of the cited art. 
The combined teachings of these references therefore render the claimed invention 

obvious. 

1 1 . (Prior Rejection- Restated and Maintained) Claims 5-8, 13, 14, and 20-23 were 
rejected under 35 U.S.C. 103(a) as being unpatentable over Van Woensel et al. as applied to 
claims 1, 2, 4, 9, 10, 12, 15, and 18 above, and fiirther in view of Cox et al. (WO 96/1 171 1). The 
rejection is restated as a rejection of these claims over the teachings of Van Woensel and Morein 
as applied above, and further in combination with Cox. 

The Applicant traverses the rejection on the same basis asserted with respect to the 
rejection over Van Woesel above. The arguments are not found persuasive for the reasons above. 
The rejection is therefore maintained for the reasons above, and the reasons of record. 

12. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 
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Conclusion 

13. No claims are allowed. 

14. The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. Haanes et al., (U.S. 5,753,235). This reference teaches the use of recombinant (live) 
viruses for use as inmiunogenic agents. See e.g., columns 2728. The reference suggests the 
inclusion of adjuvants, including saponin based adjuvants, with such viruses. Column 29, lines 
26-50. The reference is therefore considered to provide similar teachings to those of Van 
Woensel above. 

1 5 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Zachariah Lucas whose telephone number is (571)272-0905. The 
examiner can normally be reached on Monday-Friday, 8 am to 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary B. Nickol can be reached on 571-272-0835. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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